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PRE-APPEAL BRIEF REQUEST FOR REVIEW 

REMARKS/ARGUMENTS FOR REVIEW 




Applicant submits the following arguments in Applicant's PRE-APPEAL BRIEF 
REQUEST FOR REVIEW of Applicant's Patent Application Serial No. 10/092,237. The 
arguments are directed to clear errors in the Examiner's rejections of claims. As of the last Office 
Action mailed April 18. 2006 (Paper No. 20060405) claims 1-4. 6-7. 9-13. 15-18, 21-30. and 32- 
37 are pending and are rejected. 

malm Rejection s - 35 USC S 1 12 

In the April 18, 2006 Office Action (Paper No. 20060405, pages 5-9) the Examiner has 
maintained the October 26, 2006 Office Action (Paper No. 2005101 1, pages 5-8) rejection of 
claims 1-4, 6-7, 9-13, 15-18, 21-30. and 32-37 under 35 USC § 112, first paragraph, as not 
enabled. The Examiner's position is that the examples provided in the specification are prophetic 
and that a significant amount of experimentation is necessary to practice the invention. In 
addition, Applicant's August 2. 2005 Amendment changes the scope of the invention and fails to 
address the enablement issues regarding the scope of the biocompatible reticulated cellular 
matrix. Applicant respectfully asserts that the Examiner's reasons for rejection are in error. 

To address the enablement issues Applicant provided the Examiner with a Power Point 
presentation during the July 20. 2005 interview (Paper No. 20050720) demonstrating applicant" s 
device (copies attached to Paper No. 20050720) and providing histological and anatomical data 
showing efficacy in treating bum patients. The Examiner agreed that the claims were enabled 
(Paper No. 20050720). For at least these reasons Applicant believes the Examiner's rejection is 



The Examiner has maintained the October 26, 20O6 Office Action (Paper No. 2005101 1 , 
pages 8-10) rejection of claims 10-17. 18-23, 24-27, and 34-37 under 35 USC § 112, second 
paragraph, as indefinite. It is the Examiner's position that it is unclear what are conditions 
sufficient to form a cultured skin device (Claim 10), what are the conditions to form at least one 
dermal cellular lamination layer (Claim 18). what are conditions to form a permanent cultured skin 



in error. 
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device having a dermal cellular lamination layer (Claim 24), and what are the conditions to form a 
permanent cultured skin device within one month having a cellular lamination layer (Claim 34). 
Applicant respectfully asserts that the Examiner's reasons for rejection are in error. 

In Applicant's January 26, 2006 Amendment, pages 14-1 5, Applicant has amended 
claims and provided support from the specification to address the Examiner's issues in the 
October 26, 2005 Office Action (Paper No. 20051 01 1 , pages 8-10). Applicant respectfully asserts 
that Applicant 5 s amendments and support arguments overcome the indefinite issue and that the 
Examiner's rejection is in error. 

Claim Rejections - 35 USC § 102 

The Examiner has maintained the October 26, 2006 Office Action (Paper No. 20051011, 
pages 2-3) rejection of the above claims under 35 USC § 1 02(b) as anticipated by Niels (sic, 
Krejci) (Neils C. Krejci et al. f J Invest Dermatol 97: 843-848, 1991). The Examiner has 
interpreted "an engineered" product is merely a product that has been altered in context to its 
original form. In the October 26, 2006 Office Action the Examiner states that the claims are 
drawn to the same cultured skin device as that taught by Krejci (page 3 of Office Action). 
Applicant respectfully asserts that the Examiner's reasons for rejection are in error. 

Applicant's January 26, 2006 Amendment (pages 10-12) presented reasons that Krejci 
does not anticipate Applicant's device. Briefly, Krejci uses allogeneic dermis from engrafted 
cryopreserved human cadaver skin. In contrast, Applicant's device is an engineered matrix as 
described on pages 10-12 of Applicant's Amendment and at least on page 11, lines 4-5 and page 
12, lines 3-22, of Applicant's specification. It is a medical device, not a biologic Thus Applicant 
believes that the Examiner has made an error in rejecting the claims under 35 USC § 102(b) as 
anticipated by Krejci. 

Claim Rejections - 35 USC S 103 

The Examiner has maintained the October 26, 2006 Office Action (Paper No. 20051011 , 
pages 3-5) rejection of claims 8, 12, 16-17, 28, and 30 under 35 USC § 103(a) as obvious over 
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Krejci as applied to claims 1-7, 9-1 1 , 13-15, 18-27, 29, and 31-37 further in view of Boyce (Med. 
BioL Eng. Comput, 36: 791-800, 1998) and Boyce (US 5,976,878, 1999). The Examiner 
maintains that it would have been obvious to incorporate Insulin as taught by Krejci in view of 
Boyce (1998); to use dehydrated laminated collagen as taught in view of Boyce (1999); and to 
incorporate genetically engineered cells in view of Boyce (1998). Applicant respectfully asserts 
that the Examiner's reasons for rejection are in error. 

Applicant's January 26, 2006 Amendment argues that there is no motivation or 
suggestion in Krejci or Boyce, at least because the primary reference does not teach, suggest, or 
motivate an engineered matrix. Krejci requires non-synthetic components (Applicant's 
Amendment page 13; Krejci, page 843, col 2 re: reconstituted skin; Krejci, page 843, col 2 re: 
replacing bum skin with cadaver skin). Hence, Applicant respectfully asserts that the Examiner's 
reasons for this rejection are in error. 



Respectfully submitted, 



WOOD, HERRON & EVANS, L.L.P. 




Beverly A- Lymal 
Reg. No. 41,961 



2700 Carew Tower 
Cincinnati OH 45202 
(513)241-2324 
(513) 421-7269 facsimile 
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